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3 fk 'rf^TTC JT 3 WT 

Pnrrr) 

fo^ft, 11 TTPf, 1996 

ht.ir.Pt. lief^).— stV?; smm miftPm 1945 
«rr fk nrim % Pqrt ippm snro Pm fkftr ^ik smm 
srrrnft *rfnPm, 1940 (1940 vr 23) ft urt 12 aik urt 
33 ft qkfrF pR , 'tot % mm, ™rrm, m 2, ^ 3, 
(i), mftar 14 ^wr - , 1994 f *p 3 1 ft 4 ft wr 
3 f|T r rfWK ftcTFTq - pRTFT) ft 

ft ftyr^rr ft. ht.^r.Pt. 8 i 3 (*r), flkkr 14 1994 

anr smfo r Art 7 ^ ft Pm -ft *r4t *Rpmf ft, pRf mt 
irvrr%T iftft ft ft^rmif *r, m k* ft, fwft rnm ffsrPRt 

tott ft ?fw to ft ftp ftrcrft *rfy^»n 

t 4mkr Pr ft ft ottP^ ft gft wfk ftk ^«r *rtft 
1 

sftr ^ nw ft ^ifmrt wtt ft 24-11-94 ft ^fto to 

tftnf <flr 1 

5tk Hwrr % ott nr^r Prrpff ft ^rm ^pto ft 
uro *rn 3 ftf tfk Tariff qr faro fw $ 1 
560 Gl /96 


*r?r» *w, fqfk ^rarrci sfRrfsr ark mftt srfftPm, 
1940 ft urn 12 ftk urn 33 jru srtT wPmr *r Jiftk 
TOt fir, ftkfft HTfttft wtwn: *W % qmft f <mr?i ftkfft 
sk to mtft Pm, 1945 ^t sqk ftftttm vrft f ftp? 
fft^rfftfor Pm *?mft % *r*rfq; :~ 

1. (1) ^ Pmr ’Rftfor^ m ftpTfir ftk smnr mtft 
(ftknr OTtM) Pm, 1990 $i 

(2) ^ snrrTFT ft mtm ft stto 1 

2. ofTTfer fk sfttcrt mrft Pm, 1945 (Pr^r 
: 3 ^?r fktnr J i 4 i ^) %Pr^nr 75 if,—— 

(t) ^rPm (3) ark ^tPm (4) ft ^rPm (4) ak 
^rPm (s) % if 3 *: ffquiPR T Pm ^pir «k 
w uto: 5^: tiwrtfer ^iPt^ (4) if, u ^TPm(i) 
acik ^rPm (2) f nkt ft 4 fr 
ipff, afff afk fpsff f FTpf <rc u ^Tpm ( 1 ) iTT 
^fPm (2) qT ^rPm (3) f otPt ^rkt ft qf 
3 R 7 ejk fpsr 3 f?r:mfkr 

1 


(l) 
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THE GAZETTE OF INDIA 

(<*) auPwr (2) % qmx nqPmto ottPh 

ton nto; 

{ %af mm q^r ?mrr if to ftmsrq) 

to tor m 3 fafa if torfcft % Pm *n tom % 
to fafato S5 ^t^ttPTt to to nr wfi ntorur 
faq to % to to*T 5 * Wf % ton fa*Fff 
srm nrftftot qrt 27^ if fto ^rmr to nto 
snprffa to frtV nnr ronfeto 
* to w ^ wi Pkto to n*u ^ nr toe 
q^^pTf toto nr n^lfa ^ q<rpm ^ ntomf 
tffjm; to ftto: 

f TTf to nvpto $ qiton ^ to torn, nto 
*smK % *rnnj, toj >fa «mm ^ nm % tor 
fanr tttt nt ^ntor $ tomr % to to 
nt wr q^r Pkto to % trkfm torm nr mt 
mn % to to tft ^rrr tofm to jjWT 1 


EXTRAORDINARY [Part II—Sec. 3{i)] 

vnm q< ‘to m £ nto w^far tor to to 
to*T l 

7. "m Pmr *c Pm S 3 if "sm 2 6 m nnq 2 tw 
it^nfrcroT qrr mvn-n$ ft" tot, afar nr mv ^ *nm‘ 
qr 11 ^ ^ STFT % tfto ntom ^ ^HTITO tof to 
sr^r ttJ ^arrt^f i 

8. fato 5fr Pm 84 q7 if, " SPR 25, 2557, 25*5, 

2 5^, 2G, 2657, 26*5, 2tf5, 2 8*6 to 28*5 ^ ^Fpto 

*fa nr nto^fan *to” tof.afat to *r*srtf ^ xvmqp to 
vtpt ^ nto snprffa nn nr sir n%n to ,r uu* nq 

tjnmf i ^ 

9 ¥t vsfyfr ir—(^) wq 2 rw *p q^r?r 

Prnqf^fttd n^n fwr ^rpit, :-- 

“'sw 26 ^r” 


3. I^T ftw %f5m 7 6 t r - 

(*r) ,f *nj^ n % fiftfed sftqftnff ^j^Tt q 

sfk n (i) it fVfqfe: % fT^^r % faq p rfSr q fa 

$ srr^ ?f# tfh: st^t 

FFPqRrftr^ ?r?ff *ft BTHqmq Prt ^TT^fr J> PtiFt 
*RTc*T q'r^ ^nr ^ Tn\n tt fwpsrprr W, 3 r*p 
c Ttr to< Pff ^Ttr?, ST^rfq;:— 

“*rr$ qT^pr q^r (^rfro t ^tn: ftnunr), tfirr 

sftr 5q{frq, ott >rrT «fa *PFjg^t <r q 3jVr- 

toft %f^5T ^rj^fr *¥* 3frc «r^t ,( q( i) M t fM^r^ 
#Tffepft ^fiCT^T TT f^HTT % TqtJTT[V firpRPT vp% 
q^T 28 R *sntt q?t ^mpft q ott 

*T (i) [WTsf ^TR q-^H (TTfW qr^T ^ a/?T: kPTff^), 
RHT aftr ^fkf ?rfw ^ft VTFT Vf--a Tf WqPx^ ft] 3fk 
i o qfr TFrrfq fafaftrc amftRff % frrq ^t fmvn 
% qqkrqpf ftfqqW ^5 ^ppfar w 2 8 ^r ^ ^rkt >fr 

wntfr 1 ^35 q^r ( 'trtU'C nm ir m-. ftm 55), 

#*1 3fk % fapw f’rp^r q- ftfTT f^Riw ^ tpt- 

mfqr q^r 28 ^ if Tsrrff *tft wtt[ rajt i 3 ^ 28 qr 2 8 ^ 

qt q^r 28 ^ if tr^rfar irkr ^ ^ trr^sRTf^r- 

fkfeq wrf qr 3ppwr ferr ^Tn^iT’' ; 

(15) Pm 76 ^ apr itPmRrfarFr mtrqT, 

TTqfrf ;- 

f —w Pm % spfp m f, " 7=rr^f qrm q^r 
(*rftre 7 Trnn ifarr: ftnr ^r) ,f ?t trf^mr 
PnfPrrj *fkr, ift ftjnr 

fer ^nq; ^rp7 n n-^ xtwth Jr 100 
fa. *ft, ^rr^fa ■qfq^ (sfhc ftr<w qfapf^r 
qfa vfr fafaffar t) % qfrrrrrr if q t ^r^ ^ 
if tfa tjttT ^7 faq yp nP pr IF ; 

4. Tj^Ff pfcRt % faqq 77^“^^ 28 dffa 28 g T ^JTT 

^njTrfa^ nr sm 26 #: w 2 t»^ ^ tptVt *R^rffa'' 
vr*^, wf ark vtfti % wt nr “sm 2 s, 28*5 rfk ssa- 
if jjTT «FT9\far qr nm 26 , 2 6*5 ^rk 2 6ir it qifapr wn - 

JTfaq- 7 ’ y\tt ; jfqr 3f)r r^f ^rfaq i 

5 . Tjqq Pmt qr km 78 if'^^q 28 nr n*n 2 s * 5 ” 

VT35T, atrt sfk qq " rn^q 2 8, qirq 2 8*q qr 

28fa' wn, 3pf7 3fk VtJ ^TTTjf j 

6- ^faqqt ^Pm si % gq-fam ( 1 ) ifF'srsq- 2 s 37 
WT 28*5 it ^J9tffa ^Kt *Ft ^TT " iq*ff, afarf rfk ip 


(Pm 68*17, 76, 78 5faq) 

wggfr n'n Prf*rft*e sf^ftnff Tt ®fa*rc q tfk 

q(i) ^ fafak^ ?rrjf nr&gt r/^fkr etk Pm 

^ qtfkrqfa PrPmkr |*j upprF* % *rqkm qrr jrtwi 1 


1, qqifaq faqr ^rqr ^ fa--—--qft 


qfrqr if fwfafarr PTif sfk TOpq % 

fqfqqfa % ffar—----ft *T$ ^Pprffa ^t. 

_*— --— m n faq T^tfq fairr nnr % 1 

2. ^fafa (affaffaft) qr/^ m--- 

3. n^n nnrtr'ft - 

(nn T^c fatqfa^ ^ ^rq) 

(^) fafarfa Witt (*5) tpi ^tnxfai 

1. 1. 

2. 

3. 3 . 

--- 

M*r—---- 

xr^rnn qrfaqfar 
^tq ^Tllfa qTpRTf qrfaqrnr 

qkm-—--—’'i 

(*5) n&n 2m $ q^^rq Pmfafanr qrq ^'.pqTfqn 

fen qikr Wn - -— 

"q^q 27 V 1 

(Pm 75 tknr) 

if afWftmf qrt ©ferr, nrvpn 

^^i^trr «fk TOfat % Pm *tt to % to faffarfa 

^5 w^jtor far wr^ nr w tom fto ^rfa % to 

ynto i 


_____^ft% qto nnf TiFjn ^k^/tor to ^qntn 

^ sft tofa to mm mtft Pm, 19^5 * 

to q(i) ^ ftofa^ $---— -^ 










vmrll— 3 (i)] 

qf^xt TT TT Pm^V J f Pl n , ^5 

Tr^/TfiTRT faro; ^rpt ^ frnr stiwt g/taft f i 

2 . sMsr (tftorRpfi) to tr-—- 

(WJJPTT TR ft'ftfTO ^■JTtTr) 

3. ^jt 7 : ^fer sfrqfijm % farfa^faT ^ fan* ^Rrpft, 

ir^r^r wTrl^fs % tpTj *r ,f WT \ 

(t) 'pt? # Pro; tf^nr- 

(v) fa-fr^tr %Pr^ - 

4. rrfT^r afrr w PtPVot % frrq Str {[/Wrsrn *S r^RT 
_TTR 1ST ‘TP^ I 


5.___ vw, 'Em] aftr ---*T"/ 

T?ttr, ^ir ^fr«r -■—^ *R*nr ^ 

TFT ^FTT *R <V Tf ft I 


f^TTUR ——- 

T^TFT —— *-* *— "" 

TPTW-- 


4. ^ ar^Wf'W fafp <ff F$ Fpf fak of! %pq !tf 1 fa 
far farFffa fak juiTtR ^rrmfr pfafapp, 1940 % psffa w ff 
ff ftppf sf?r fapfaf if fafafag sffar, pfafa t^fjij, ijrtt ,' 

iJkITOT - --- 

FfaTP --- 

5 Tpfm HTftRTfr 

fapffF W^Vffa TfajPRF irrfWTtf 
FifW- 

p F-q *f?r 7 IF 

1. ufajjrffa fak Ffakrep fa ffafar mjw spiff-* fat pf- 

PtfaF FfapT if FFTT FTFFT FFT P*faffa Pk SPTSIF pTPTfT 

pfafapp, 1940 »Pwsf^r faFFF fakrarer faw^'w t t fp Fftt 

FT^ST I 


fa^F : 1 . prfajp if ptp pfkre ft krkr far ^faT, fafapW 

arH TT5T % ffalT fafarffaF ffapT faTF FTFT PFm fak P*frkt 

fat ijfat, -rfa ft >iw sttf/psp, pot FFfatfat +faFTf<^ fat 
ct(ptt fpt ptjfif fak Ffkre fa spMTfMw ft pppafa ir fa?f hit 

F*FT F-P I 

2. rjfa‘i-1 wFfar pfi?F PfafF fat o^r srf?r %^tjj- 

W^Slfi-rl Ipprl^T JpftFPTff 3^T %T^{r afHf^ PRT fHtiW’T TTF- 
SP TfrfHTT TffTFT/^T isfFTT wf&TPTff Tiff Tff faff 3[Tmff | 

(p) 5 pf 28 *r % 4 ?^^ ffapfTTfer wr far: FrriFT 
ftiFT FFfFT, TTFfrj :— 

"ITW 28 fa 
(ffanr 76 ^%f) 

«rj^fr "fa 1 if faftlfar afaft-F'f far otitt: w^far f far 
q^far f( 1 ) if ftfarffa? unfa Fi^^p/farr fafr fafafrr fa 
ffapr ft ffap’F' fa ffaf ftfapfar #;j tnprPp 1 

*T^far fawlT-far Frrff far mfafor 

j.-—*-fat ffa»TFpFwrT mfa faTffr/farn 

fak fa far faWfu fair waF Tmpfr fim, 1945 far 
ffHffar n if ffaffafts? farrfafaf far fafTTr *r^far w fak *i^ 5 far 
p ( 1 ) if kkfe £——--fkrrr fakrT if ffalwF far 
IFJfff^T far ^TTHf ^ 1 

(p) fakfa (fakftnff) pt htf- 

(nrfairr ttf <j*pf ffakfe far ^) 

(^) pot p^faffar fafafafk^ fa ot- 

(t) faftm-i fa F«tf ^-rr^rfar (*i) 4 t<j fa Ftt jjcx.fr 

1. 1. 

2. 2, 

3. 3. 

2 . <nr OTsrfcp f<Tpr fa fair «^sp^r far pr^pfal fa Trtftp 
T^r grf, tnjsrfk fa wjfk ffaffaffaer fakfufar far w pg Ppm faT jrt 
faffa fa Jfafa?rn: fa wt if fim if fak ffaTT fa Ftf vpttt ferr 
ffaFT faTFT JTTf'JfaTT fapff ^ | 


2- Fk p^irffarakf wjnf^o T55 fa fakm vj^faf 
“«r" *f ffaffafe fakffaxff far®T?rt p^7(far w fak /ft 
f (1) if FuFtFot ffarfr fafaf fakffa ff Wfafaffa fott 'rnprr 

fa far &TK PfkrfOT fafaffaT fa, far ?fa ffaFfaf if IFfafttfa 
OT if WIFVFfa. 'Jtaf+fa fa ffarr FF3TITH FTfeTPrfr fak/FT farfafF 

TT^rf'fa p^ftFfa Fiftr+rfr far wfa?fa fott faT% 1 fs Tprarf^ 
ip tott: ijwffafa faff fap ffaffarkfa pfafar fafF^r 1 

3. Ffaffffar if farftrar pot wfarfaf farfafark^F if?>fa FTfa 
ffafarFkFfafa fat fkfrfa ^?rm faTfafarfr fak/FT fafafk ttj- 

jrfk p^fkfa FTfimref far faPTTFT iff OTTfaf I 

4 . tnpl-farakT, prfffpfa fa wfrfa ?.pf OTfa FT?r Fifa fa 

F 3 fa if fatfa ftp ffafar FffFfafa far wr if wTprm arfwfr 

fak/FT farfafF FTfJjrfkr appfrkfa Fifaprfr fafffaklfa Ffaif ^FfaT 

Ffar I Fffa fak fa F 3 fa fa faff fakfafafa ^ffaT fa, far far^J prptfifa 

fafa FTfafry ir, ffapfaf fakFfafa fakT fa, pfafar fa TrfHF> fafFOTT 

ff wfa fp ffaffapFF OTffr Pirrfar, ot mr iV ?f fakrF FifrfaF 
TraFFTfar F;fa fa ftp faFf AFprifar WfaF fafar fapTFPTF 

far k far fak uTffmfr «rk/FT fapffF w^srfaF FF^fakF 

FTfan-fr fa fvFuf FPrrfajr Fff fa ffafa ft%, trjjim BTfimk 
ark/FT fapfrF n^jrfiF w^fakF snfimfr fa Ffar fa far Fifar" 1 

[fa. r^w- 11014 / 11 / 9 4 ffar. faF. tfF. fapfar. Tps. fa.] 

fakrfar pfaffr src, p^ pffaF 

ifaFF farr 5 TFTHF PTPTfr ffaFP, 1945 , 1 - 5-79 FP FFT 

pfarffaF FF fa TF 1 FWT fak FkFTT F 5 FrF (POTk ffa^TF) IFFfT 

fa ffapfa wkfa fare FPTPF piPfaf, pFaffapp far r - Ifff (ft.ft. 
fat.fap.) far pkrffap t, PFffaF f I FFtFFTF FFF FFFFT fa 

prep fa »rifa 2 <arr (3) (i) fa rrerffar ffarelfaffaF 

pfap,FFifaf srer pfatffarr ffafa Ffa f : - 

1. pr.Pr fa. 1241, wfara 6-10-1979 
1. pT.Frr.fa. 1242 , Frm 6 - 10-1979 







4 


THE GAZETTE OF INDIA : EXTRAORDINARY 


[Part It —Siic. 3(i)] 


3, tfT.tfT.fr. 1243, mite 6-10-79 

4 . tfT,tfr.fr. i 28 i, witte 12-10-89 

5* m.tfT.fr. 430, 19-4-80 

6* tfr.tfr.fr. 779, tfrftoi 26-7-so 
7. m. tfr.fr. 540 (ar) ; mite 22-9-80 
a. tft.tfr.fr. gso, ?rrfw 5*12-80 

9. tfT.tfr.fr. 6S1 (tfj, 5-12-80 

10. m.tfT.fr, 682 (tf), rTrfr^T 5-12-80 

11. tfT.tfT.fr, 27 (*)', mite 17 1-81 
12- tfT,tfT.fr. 478 (fl), mite 6-8-SI 

13, tft.tfr.fr. C2 (a), write 15-2-82 

14. tfr.fr. 462 (it), Trrfrar 22-6-82 

15- tfr.tfT.fr. 510 (w), mfte 20-7-82 

16* rn.tfr.fr. 13(tfr)i tfrfta 20-7-32 
17. tfi.tfr.fr. sis (tf), write 1-5-34 

18* tfT.tfT.fr. 331 (tf), mite 3-5-84 
19- tfT.tfT.fr. 460 (**), tfpftflT 20-6-84 

20. tfT.tfT.fr. 487 (w), tftfftr 2-7*84 

21. tfT.tfT.fr. 39 (<T), mite 16-2-85 

22* tfT.tfr.fr, 788 (tf), mfta 10-10-35 

23, tfT.tfT.fr. 17 (IT), tfrffaT 7-1-86 

24- tfT.tfT.fr. 1049 (tf), mite 29-5-SO 

25- tfT.tft.fr. 1060 (tf), mite 5-9-86 
26, tfT.tfT.fr. 1115 (n), tffffrr 30-9-86 

27- tfT.tfT.fr, 71 (tf), tfUrar 30-1-87 

28- tfT.tfT.fr, 570 (*), tfTff*T 12-6-87 

29- tfT.tfT.fr. 626 tfTT>* 2-7-37 

30. tfT.tfT.fr, 792 (tf), tfrfrff 17-9-87 

31. tfT.tfT.fr. 371 (tf), 14-3-88 

32- tfT.tfT.fr. 75 (tf)‘, mite 2-6-88 

33, tfT.tfT.fr. 675 (tf), mite 2-6-88 

34. tfT.tfT.fr. 676 (tf), mite 2-6-83 
35* tfT.tfT.fr, 677 (tf), mite 2-6-88 

30- tfT.tfT.fr. 681 (tf), mite 6-6*63 
37* tff.tfT.fr. 735 (tf), mite 24-6-88 
38- tfT.tfT.fr. 8 13 (tf), mite 27-7-88 
39. tfT.tfT.fr. 944 (tf), mite 21-9-80 
40* tfT.tfT.fr', 43 (tf), mite 20-1-39 

41* tfT.tfT.fr. 44 (tf), mite 20-1 89 (qj ffr tffl) 

42- tfr.tfr.fr, ioo (tf), mite 14-2-39 (^jfaro) 

43. tfT.tfT.fr. 443 (tfj, tfTfrar 12-4-89 

44* tfT.tfT.fr. 588 (tf), tfrffa 2-6-S9 (vjftof)' 


45. tfT.tfr.fr. 

46. tfT.tfT.fr. 

47. tfT.tfT.fr. 

48. tfT.tfT.fr. 

49. 3T.tfT.fr. 

50. tft.tfT.fr. 

51. tfT.tfT.fr, 

52. tfr.tfT.fr. 
53* tfT.tfT.fr. 

54. tfT.tfT.fr, 

55. tfT.tfr.fr. 

56. tfT,tft.fr. 

57. tff.tff.fr. 
58- tfT.tfT.fr. 

59. tfT,tfT.fr, 

60. tfT.tfT.fr. 

61. tff.tfr.fr. 
62- tfT.tfT.fr. 
63* tfT,tfT.fr, 
64- tfT,tfT.fr. 
6 5- tfT.tfT.fr, 
60. tfT,tff.fr. 
67. tfT.tfT.fr. 
68- tfT.tfT.fr, 

69. tfT.tfT.fr. 

70. tfT.tft.fr. 

71. tfT.tfT.fr. 

72- tfT.tfT.fr* 

73- tfT.tfT,fr. 

74- tfT.tfT.fr* 

75- tfT.tfT.fr. 
70, tfT.tfT.fr, 

77- tft.tfT.fr* 

78- tfT.tfT.fr. 
79. tfT.tfT.fr. 
80- tfT.tfT.fr' 
81. tfT.tft.fr. 


691 (tf), mite 11-7-69 
784 (n), tfrfrsr 28-8-89 
16 write 1-10-89 

731 (sr), tfTfn? 23-8-90 
665 (sr), write 25-10-90 
11 (tf), mite 7-1-91 

223 (tf), mite 19-4 91 

240 (tf) P rrrfr^ 1 - 5-91 

301 (tf)\ mite 7-6-91 

302 (*0, m^PS* 7-6-91 
491 (if), mite 25-7-91 
495 (tf), mite 25-7-91 
532 (tf), mite 14-8-91 

020 (tf), mite 14" 19-9 1 

668 (if), mite 7-11-91 

730 (tf), mite 10-12-91 

59 (tf), mite 22-1-92 
305 (tf), mite 4-3-92 
445 (if), mite 30-4-92 
597 (w), mite 17-6-92 
663 (tf), mite 3-7-92 
723 (tf), mite 11-8-92 
796 (*?), mite 1-10-92 
877 f write 17-11 92 
909 (tfj, mite 2*12-92 
923 (tf), mite 14-12-92 

27 (tf), mite 22 - 1-93 (tffitfff) 

28 (tf), mite 22 - 1-93 

86 (if), mite 26-2-93 

290 (tf), mite 24-3-93 

373 (tf), mite 13-4-93 

374 (if)', tfTTPf 13-4-93 (vifjM'fl) 
447 (tf), mite 10-6-93 

658 (tf), mite 19-10-93 
673 (tf), mite 27-10-93 

108 (tf)\ tft ite 22-2-94 

109 (sr), tftfrar 22-2-94 



RFTir—^3(1)] 


tt thtrt ■. irTTrutr^T 


5 


MINISTRY OF HE ALT K AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the llth March, 1996 

G.S.R, 119(E) —Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules 1945, were 
published ns required by sections 12 and 33 of the Drugs 
and Cosmetics Act, 1940 (23 of 1940), at pages 4 to 7 of 
the Gazette of India, Extraordinary Part II, Section 3, 
Sub-Section (i) dated the 14th November, 1994 under the 
Notification of the Government of India in the Ministry 
of Health and Family Welfare (Department of Health) No, 
G.S.R. 813 (E) dated the 14th November, 1994 inviting 
objections and suggestions from all persons likely to be affec¬ 
ted thereby, before the expiry of forty five days from the 
date on which the copies of the Official Gazette containing 
the said notification were made available to the public; 
And whereas copies of the said Gazette were made available 
to the public on the 24-11*94. 

And whereas the objections and suggestions received from 
the public on the said draft rules have been considered by 
the Central Government; 

Now, therefore, in exercise of the powers conferred by 
the sections 12 and 33 of the said Act, the Central Govern¬ 
ment, after consultation with the Drugs Technical Advisory 
Board, hereby makes the following rules further to amend 
the Drugs and Cosmetics Rules, 1945, namely : — 

L (1) These rules may be called the Drugs and Cosmetics 
(Illrd Amendment) Rules, 1996. 

(2) They shall come into force on the date of their publi¬ 
cation in the Official Gazette, 

2. In the Drags and Cosmetics Rules, 1945 (hereinafter 
referred to as the said rules), in rule 75,— 

(a) The sub-rules (3) and (4) shall be re-numbered as 
sub-rules (4) and (5) thereof and in sub-rulo (4) as 
so re-numbered, after the words, figures and brackets 
“for a duplicate copy of the licence issued under sub¬ 
rule (1) or sub-rule (2)’ 1 the word, figure and brackets 
“or sub-iule (3)”shall be inserted. 

(b) after sub-rule (2), the following sub-rule shall be 
inserted, namely :— 

“(3) The application for grant or renewal of licences 
to manufacture for sale or for distribution of drugs 
in ‘Large Volume Parenterals n and ‘Sera and Vaccines* 
shall be made to the licensing authority appointed 
under this Part in Form 27 D and shall be accompa¬ 
nied by licence fee of rupees six hundred and an ins¬ 
pection fee of rupees four hundred for the first ins¬ 
pection or rupees two hundred in the case of second 
or every subsequent inspection or for the purpose of 
renewal of the licence; 


3. In the said rules, in rule 76,— 

(a) for the portion beginning with the words, “A licence 
to manufacture" and ending with the words, “by the 
applicant—", the following words, figures and letter 
shall be substituted, namely 

'‘A licence to manufacture for sale or for distri¬ 
bution of drugs specified in Schedules C and C(l) 
other than large Volume Parcnterals. Sera and 
Vaccines, drugs specified in Part X-B and Schedule 
X shall be issued in Form 28 and a licence to manu¬ 
facture for sale or distribution of drugs specified 
under Schedule C and C (l) (other than Large Volume 
Parenterals, Sera and Vaccines, drugs specified in. 
Part X-B) and Schedule X shall be issued in Form 28B. 
A licence to manufacture for sale or for distribution 
of Large Volume Parenterals, Sera and Vaccines shall 
be issued in Form 28D. Before a licence in Form 28 or 
Form 28B or Form 28D is granted or renewed, the 
following conditions shall be complied with by the 
applicant^ 

(b) at the end of rule 76, the following Explanation shall 
be added, namely :— 

"Explanation—For the purpose of this rule, “Large 
Volume Parenterals” shall mean the sterile solutions 
intended for parenteral administration with a volume 
of 100 ml. or more (and shall include anti-coagulant 
solutions) in one container of the finished dosage form 
intended for single use"; 

4. In the said rules, in rule 77, for the words figures and 
letters 'Form 28 and 28B or renewed licence in Form 26 and 
26 F\ the words, figures and letters “Form 28, form 28B 
and form 28D or renewed licence in Form 26, 26F, 
and Form 261F' shall be substituted, 

5. In the said rules, in rule 78, for the word, figures and 
letters 'Form 28 or 28 B\ Hie word, figures and letters ‘form 
28, form 28B, or form 28D' shall be substituted, 

6. In the said rules, in rule 81, in sub-rule (1) for the 
words, figures and letters 'shall issue a licence in form 28 or 
28B T the words, figures and letters'shall issue a licence under 
this Part 1 shall be substituted. 

7. In the said rules, in rule 83, for the words, figures and 
letters “shall issue a certificate of renewal in Form 26or26F 
as the case may be", the words * ‘he shall issue a certificate of 
renewal under this Part" shall be substituted. 

8. In the said rules, in rule 84A, for the words, figures and 
letters 'giant or renew a licence in Forms 25,25A, 25B, 25F, 
26, 26A, 2643, 26F, 28A and 28B # the words ‘grant or renew 
a licence under this Part 1 shall be substituted. 

9. In Schedule A cf the said rules,—(a) after Form 26 G f 
the following Form shall be inserted, namely :— 

‘‘Form 26H 


Provided that if the application for renewal of 
a licence is made after its expiry but within six months 
of such expiry, the fee payable for renewal of the 
licence shall be rupees six hundred plus an additional 
fee of rupees three hundred per month or a part 
thereof in addition to the inspection fee". 


[See Rule 68A, 76, 78] 

Certificate of renewal of licence to manufacture for sale 
of Large Volume Pa re literals/Sera and Vaccines specified 
in Schedule C and Cl excluding those specified in Schedule 
X. 
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1. Certified that Licence No. — —---granted on 

the.to.for the manufactu re 

of following Large Volume Parenicrals/Sera and Vaccines 

at the premises situated at.has been 

renewed from.. ..to . 


2. Namc(s) of drug(s) ... 

(each item io be separately 
specified) 


3* Name(s) of competent technical staff : 


(a) responsible for 
manufacturing 

L 

'’i 

3. 


(b) responsible for 
testing. 

L 

“y 

3. 


Signature. 

Designation. 

Licensing Authority 


Central Licence Approving Authority 
Date. 

(b) After Form 27C, the following Form shall be inserted, 
namely :— 


"Form 27 D 
(Sec Rule 75) 

Application for grant or renewal of a licence to manufacture 
for sale or for distribution of Large Volume Pnrentcrals/ 
Sera and Vaccines excluding those specified in Schedule X, 

J. I/We.of. 

hereby apply for the grant/renewal of a licence to manufacture 

for sale or distribution on the premises situated at. . 

the undermentioned Large Volume Parcntcrals/Scra and 
Vaccines, specified in Schedule C and C(l) to the Drugs 
and Cosmetics Rules, 1945. 

2, Nnme(s) of drug(V).,... 

(each item to be separately specified). 

3. The name(s), qualifications and experience of the compete nr 
technical staff responsible for the manufacture of the above 
mentioned drugs, 

(a) Namc(s) of stjJT responsible for testing. 

(b) Namc(s) of stilff responsible for manufacture. 


4. The premises Jlfnd plant are ready for inspection/w i 

be ready for insp c ^ion on. - 

5. A fee of rupees ^.and an inspection 

fee of rupees.;j.has been credited 

to the Government inder the Head of Account. 


Signature 

Designation 


[Part II—Sec. 3(i)] 


NOTES : 

1. The application is accompanied by a plan of the 
premises; list of equipments and machinery to be employed 
for manufacture and testing; memorandum of association/ 
ccnstitu \>n of the firm; copies of qualification and experience 
of competent technical staff and documents relating to 
ownership or tenancy of the premises. 

2, A copy of the application together with relevant 
enclosures shall also be sent each to Central Licence 
Approving Authority and concerned Zonal/Sub-Zcnal Officers 
of Central Drugs Standard Control Organisation. 

(c) After Form 28C, the following Form shall be inserted, 
namely :— 


“FORM 28D 
(Sec Rule 76) 

Licence to manufacture for sale or for distribution of 
Large Volume Farenteralg/Sera and Vaccines specified in 
Schedule C and Cl excluding those specified in Schedule X, 

Number of licence .and 

Date of issue . 


1.-„—is hereby licensed to manufacture at the pre¬ 
mises situated at———-*—the following 

Large Volume Parenterals|Sera and Vaccines speci¬ 
fied in Schedule C and C(l) excluding those speci¬ 
fied in Schedule X to the Druge and Cosmetics 
Rules, 1945. 

2. Nunie(s) of drug(s) 

(each item to be separately specified) 

3. Name(s) of competent technical staff. 

(a) responsible for (b) responsible for 

manufacturing testing. 

1. 1. 

2 2 

3. 3. 

4. The licence authorises the sale by way of wholesale 
dealing and storage for sale by the licensee of the drugs 
manufactured under the licence, subject to the conditions 
applicable to licence for sale. 

5. The licence shall be in force from. 

to. 

6. The licence shall be subject to the conditions stated 
below and to such other conditions as shall be specified in 
the rules for the time being in force under the Drugs and 
Cosmetics Act, 1940. 

Signature . 

Designation .. 

Licensing Authority 


Central Licence Approving Authority 

Date.” 

CONDITIONS OF LICENCE 

1. The licence and any certificate of renewal in force shall 
be kept on the approved premises and shall be produced at 
the request of an inspector appoimed under the Drugs and 
Cosmetics Act, 1940. 


Date 

































ki^r '-nm: tr*m*Trijr 
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2. If the licensee wishes to undertake during the cunency 
of the licence to manufacture any drug specified in Schedule 
C and/or CO) excluding those specified in Schedule X not 
included above, he should apply to the licensing authority 
and/or Central Licence Apporving Authority for the necessary 
endorsement as provided in the rules. This licence shall be 
deemed to extend to the items so endorsed. 

3. Any change In the competent technical sth/T named 
in the licence shall be forthwith reported to the licensing 
authority and/or Central Licence Approving Authority. 

4. The Licensee shall inform the licensing authority 
and/or Central Licence Approving Authority in writing 
in lie event of any change in the Constitution of the firm 
operating under the licence. Where any change in the 
Constitution of the firm takes place, the current licence she)) 
be deemed to be valid for a maximum period of thiec months 
from the date on which the change takes place unless, in 
the meantime, a fresh licence has been applied alongwith 
prescribed fee and necessary documents to the licensing 
authority and/or Central Licence Approving Authority in 
the name cf the firm with the changed Constitution". 

[No, X. 11014/11/94--DMS & PFA] 
MRS. RFNUSAHNI DHAR, Jt. Secy. 

Note: The Drugs and Cosmetics Rules, 1945 as amended upto 
1-5-1979 is contained in the publication of the Ministry of 
Health and Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act and the Rules 
(PDGHS-61), Subsequently the said rules have been amend¬ 
ed by the following notifications published in Part II, 
Section 3, Sub-section (i) of the Gazette of India, namely :— 

1. G.S.R, 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12 - 10-1979 

5. G.S.R, 430 dated 19-04-1980 

6. G.S.R. 779 dated 26-07-1980 

7. G.S.R, 540(E). dated 22-09-1980 

8. G.S.R. 680 (E), dated 5-12-1980 

9. G.S.R. 631(E), dated 5-12-1980 

10. G.S.R 682(E), dated 5-12-1980 

11. G.S.R.27(E), dated 17-01-1981 

12. G.S.R, 478(E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 510(E), dated 26-07-1982 

16. G.S.R. 13(E), dated 7-01-) 983 

17. G.S.R. 318(E), dated !-05-1984 

18. G.S.R. 331(E), dated 8-05-1984 

19. G.S.R. 460(E), dc ted 20-6-1984 

20 . G.S.R. 487(E), dated 2-07-1984 

21. G.S.R. 89fE), dated 16-02-1985 

22. G.S.R. 788(E). dated 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1986 

24. G.S.R. 1049(E), dated 29-08-1986 


25. G.S.R. 1060(E) dated 5-09-1986 

26. G.S.R. 1115(E) dated 30-09-1986 

27. G.S.R. 71(E) dated :0-01-1987 

28. G.S.fe. 570(E) dated 12-06-1987 

29. G.S.k. 626(E) dated 2.07-1987 

30. G.S.R. 792(F) dated 17-09-1987 

31. C.S.R. 371(E) dated 24-03 198^ 

32. G.S.k. 75(E). dated 2-06-1988 

33. G.S.R. 675(E) dated 2-06-1988 

34. G.S.R. 676(E), dated 2-06-1988 

35. G. S.R 677(F), dated 2-06*1988 

36. G.S.R 680(E), dated 6-06-1988 

37. G.S.R. 735(E), dated 24-06-1 988 

38. G.S.R. 813(E) dated 27-07-1988 

39. G.S.R. 944(E) dated 21-09-1988 (Corrigendum) 

40. G.S.R. 43(E) dated 20-01-1989 (Corrigendum) 

41. O.S.R. 44(E), dated 20-01-1989 (Corrigendum) 

42. G.S.R. 100(E), dated 14-02-1989 (Corrigendum) 

43. G.S.R 443(E), dated 12-04-1989 

44. G.S.R, 588(E), dated 2-06-1989 (Corrigendum) 

45. G.S.R. 691 (E). dated 11 - 07-1989 

46. G.S.R. 78f(E), dated 28-08-1989 

47. G.S.R. 16(E), dated 10-1-1990 

48. G.S.R. 731(E), dated 23-8-3990 

49. G.S.R. 865(E), dated 25-10-1990 

50. G. S.R. 11 (E), dated 7-1-1990 

51. G.S.R, 223(E), dated 19 - 4-1991 

52. G.S.R. 246(E), dated 1 -05-1991 

53. G.S.R. 301(E), dated 7-6-1991 

54. G.S.R. 302(E), dated 7-6-1991 

55. G.S.R. 491 (E), dated 25-7-1991 

56. G.S.R. 495(E), dated 25-7-1991 

57. G.S.R. 532(E), dated 14-8-1991 

58. G.S.R. 626(E), dated 14*10-1991 

59. G.S.R. 668 (E), dated 7-11-1991 

60. G.S.R. 730(E), dated 30-12-1991 

61. G.S.R. 59(E), dated 22-1-1992 

62. G.S.R. 305(E), dated 4*3-1992 (Corrigendum) 

63. G.S-R. 445(E), dated 30-4-1992 

64. G.S R. 597(E), dated 17-6-1992 

65. G.S.R. 663(E), dated 3-7-1992 

66 . G.S.R. 723(E), dated 13-8-1992 

67. G.S.R. 796(E), dated 1-10*1992 

68 . G.S.R. 877(E), dated 17-11-1992 

69. G.S.R.904(E), dated 2-12-1 992 

70. G.S.R. 923(E), dated 14-12-1992 

71. G. S.R. 27(E), dated 22-1-1993 (corrigendum) 

72. G.S.R 28(E), daf^d 22-1-1993 
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73. G.S.R. 86(E), dated 26-2-093 
74- O.S.R. 296(E), date*! 24-3-! 993 

75. G.S.R. 373(E), dated 0-4-1993 (Corrigendum) 

76. G.S.R. 374(E), dated 13-4 !993 (Corrigendum) 

77. G.S.R. 447(E), dated 10-6-1993 (Corrigendum) 

78. G.S.R. 658(E), dated 19 10-1993 

79. G.S.R, 673(E), dated 27-10-1993 

80. G.S.R- 108(E), dated 22-24 994 

81. G.S.R. 109(E), dated 22-2-1994 

82. G.S.R. 370(E), dated 74-1994. 

83. G.S.R. 466(E), dated 17-5-1994 

84. O.S.R. 615(E), dated 9-6-1994 


85. G.S.R. 659(E), dated 31-8-1994 

86. G.S.R. 676(E), dated 6-9-1994 

87. G.S R. 811(E), dated 14-114994 

88. G.S.R. 812(E), dated 14-11-1994 

89. G.S.R- 850(E), dated 7-12-1994 

90. G.S.R. 55(E), dated 7-2-1995 (Corrigendum) 

91. G.S.R 59(E), dated 7-2-1995 

92. G.S.R. 93(E), dated 24-2-1995 

93. G.S.R. 495(E), dated 9-6-1995 

94. G.S.R. 496(E), dated 9-6-1995 

95. G.S.R. 493(E), dated 9-6-1995 

96. G.S.R. 553(E), dated 20-7-1995 
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